AUTOMATIC LIQUID PACKAGING, INC.

July 20, 1999 2200 LAKE SHORE DRIVE  WOODSTOCK, ILLINOIS 60098-7498 USA
TELEPHONE 815 338 9500 FACSIMILE 815 338 5504
hitp://www.alp-bfs.com

Food and Drug Administration
5630 Fishers Lane Room 1061
Rockville, MD 20852

RE: Application for Exemption from 21 CFR 201.66 '(OTC Labeling Format)
Regular Eye Drops

To Whom it may Concern:

Automatic Liquid Packaging Inc., (ALP) is a Contract Manufacturer of OTC Ophthalmic Eye
Care Products, located in Woodstock, Illinois. We contact manufacture for retail companies
such as Rite Aid, Walgreen’s, Sentry, etc.

For approximately 8 — 10 years we have been manufacturing and distributing a line of eye
drops manufactured by our internal Personal Care division of ALP in 0.5 and 1.0 fluid Ounce
Sizes. This line of products is in compliance as outlined in 21 CFR 349. The line consists of

the following:

PRODUCT NAME ACTIVE INGREDIENT
]
Regular Eye Drops Tetrahydrozoline HCL

- (a vasoconstrictor)

All the active ingredients conform to USP and are in compliance to the percents of Active
Ingredients allowed in 21 CFR 349..

Automatic Liquid Packaging, Inc., is requesting an Exemption from the labeling requirements
as described in Federal Register published March 17, 1999 entitled “Over-The-Counter
Human Drugs; Labeling Requirements” for our 0.5 and 1.0 Fluid Ounce size container box.
The reason for this is that when all the Agency required labeling statements are included on the
back panel in the new format and Helvetica type size, there is no room for the additional FDA

labeling requirements.

Please refer to the attached copies of the carton and immediate container labeling that is
included in this Application. Note the Helvetica type size and arrangement of the required
statements on the Principle Display Panel. In addition, note the placement of statements such
as Storage requirements, Manufactured by, Bar coding, Tamper evident, and Eye Drop
Container opening instructions Statements such as this also must appear on the outside

package.
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As such, Automatic Liquid packaging requests an exemption from the Helvetica Labeling letter
size requirements, as described in 21 CFR 201.66 (OTC Labeling Format) for the above
mentioned Ophthalmic drops for our 0.5 and 1.0 fluid ounce size.

As mentioned previously in the Request for Exemption, ALP is a Contract Manufacturer of
OTC Ophthalmic Eye Drops for many Retail Distributors. If the Agency will allow the
requested modifications to the Principle Display Panel as attached, we also request approval
for the retail distributors we manufacture the same ophthalmic product line. These distributors
are detailed in the list attached to this letter. As you could imagine, from time to time, ALP
~ will aquire a new distributor. If the Agency allows the modified text for our in-house “Your

- Choice” line, as well as our current list of distributors, we respectfully request that any new
distributors we add be allowed these same modifications. ALP commits that the information
included on the Principle Display Panel and side panels would be identical as shown in the
Attachments for all present and future distributors we manufacture this eye drop line.

Please contact me at (815) 338-9500 with any questions, or if you require any additional
information.

Sincerely,
AUTOMATIC LIQUID PACKAGING, INC.

John Brda
Regulatory Affairs Manager

c Al Rothchild



.5 Oz. Tetrahydrozoline Eve Drops

F Logo
Eye Sterile
Drops

+ Redness Refiever
Eye Drops

+ Non-staining

+ Clear, Codorless

5. oz (15 mL)

INOICATIONS: Refieves redness of the eye due W0 Qunor eye \
arhations.

ORECTIONS: Insti€ | 10 2 drops in the allecled eye(s] up o four
Wt dai

FOR USE I THE £YES OKLY,
WARNINGS: Before using with children under § pea s of 3ge, consudt
physicisn. Reep Biis and 28 drugs oul of the Teach o children.

case of accidental ingestion, seek professinal assistance or

contact 3 Potsoa Control M«Ww 04 box

Active Ingredient Tetrarydrozolne umx 005%

Tnactive ingrediants: benzakonium , boric acid, EDTA, pud.

Red wirer, sodium borate, and sodium chioride.

KEEP COMTAINER TIGHTLY CLOSID

TAMPER EVIOENT. F TAMPER EVIDuAT CAP IS REMOVED, DO NOT

USE
Distrbuted by or Manufactured by
AE05-13-0000 j




1 Oz. Tetrahydrozoline Eye Drops

Logo
Eye
Drops

» Redness Rekiever
Eye Drops

+ Non-staining

« Clear, Colortess

1fl. oz. (30 mL)

" Sterile

~
INDICATIONS: Refieves redness of the eye due o minor eye iritations.
DIRECTIONS: lnstik 110 2 drops in the aflecied eyels) up ko four imes
daiy.

FOR USE IN THE LYES ONLY.
WARMINGS: Before using with children undes 6 years of age. consukt your
physician. Keep this and al drugs out of the reach of chidren. in case of
accidental ingestion, séek [:ofessional assistance o £ontaq 2 Porson Control
Certes imemediately. Note warmings on box
Active Ingredient: Tetrahydrozofine Hydrochioride 0.05%.
Inactive ingredients: berzakonium chioride, boric acid, EOTA. purified
waler, sodium borte snd sodium chioride.
KEEP CONTAINER TIGHTLY CLOSED.
TAMPER EVIDENT: ¥ TAMPER EVIDENT CAP S REMOVED, DO NOT USE.
Distributed by or Manulactured by:

AEDS-13-0000
J
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™" e Clear, Coloress

STERILE

.5 0z.

Tetrahydrozoline Eye Drops

Eve Drops

[oomruszrmrousmonmsm]

STERILE

TETRAHYDROZOLINE HCI

* Redness Reliever;
Eye Drops
e Non-Staining

.5 fl. oz. (15 mL)

Inactive Ingredients

. y '\Ji\
TAMPEREVOENT I Drug Facts Ui
+ | Active ingredient Purposs
} Tetrahydroroline . i
TOOPEN BOTTLE: | Mrdrchionide .07 il o
Twist tamper avidant | | Uses P!
top until loose, lift ' .m“" * ofthe oye s to minor s ol
and discard. Tum ] (]
inner cap in countar-  « rf:’."’,"g‘l betore e K you have '
clockwise direction to [ | Ask s doctor a¢ pharmaciel befors use K the [
uscpmduct . child le under € years of age. Keep thig and ol « .
drugs owt of the reach of children. K swallowsd, ]
] | soek prefessional ssalstance of contact a |
. Polson Cantrol Canter imunediately |
1 When using this product i
' avold cantarriination, do not Wowuch fip of in
0 10 any surtace. D |
N replace aher sach use .
1 | & do not use F lquid changes color or becomen claudy I I
1 | W overuse may CIUSE MOrE eYe radness T
| # remove Coniact feness before using ; l
Distributed by: J Eron e e ek docir v
{example) 1 ] # changes in vision [
1 continued redness of Iitation of the '
m&ﬂguﬂgd ; B/ condition worsane a7 parcicts Jor mare han 72 hours l' I
* i
Lake Shore Driva -Dlmdlnouc< In the aftected eyeis) up tofour § |
ope ) up
Woodstock, IL 60098 [ simes dedy. | i
I 0!
' I

benzalkonium chiorids, bork acid, EOTA, purified
wated, sodium borate, and eodium chioride.

6.4 Helvetica
Bold ltalic

4.8 Helvetica
Bold ltalic

4.8 Helvetica
Bold

4.8 Helvetica
Regular

6.4 Helvetica
Bold ltalic




.

l\l\l

0

0 -3333333333

1 Oz.

Tetrahydrozoline Eye Drops

STERILE

Eye Drops

[nomruserum«smonmm.J

i
i
!
I Logo
|
!
i
f

Eye
D¥ops

i
i
i
|
i
I
|

i+ Redness Reliever
i Eye Drops

I * Non-Staining

I! ¢ Clear, Colorless
!

]

I

[

!

1 fl. 0z. (30 mL)

i STERILE

TETRAHYDROZOLINE KCI

TO OPEN BOTYLE:
Twist tamper

evident top until
loose, ift and discard.
Tum inner cap in
counterclockwise
direction to use
product.

STORAGE: Store at
room temperature 15¢
to 30°C (59° to 86°F).

WDrug Facts

-1 Active Ingredients
Tetrathydrazoline

Purpose

-12.6 pt. Helvetica Bold

— 7.2 pt. Heh

5.4 pt. Heh

| Hydrochioride p.0s%_ ) fctor

| | Uses
. | ® Relloves adness of the eys dus to minor sy
iritations.

- ¥ Wamings

! {| Ask s doctor before use N you have

glmucomae. Ask a doctor or pharmacist

. || before use i the child ks under § years of
sge. Keep this and all drugs out of the reach

. | ] d, seek fos si: |

. | wssistance or contacta hho:;cml
Center Inmedistely.

When using this product
* § M © avoid contamination, do not touch tp

W replace cap sfter sach use

» § & do not use If Nquid changes color or
becomes doudy

+ § H ovoruse may CaUse Mofe sye redness
! | W remove contact lsrwes bekare using

— 5.4 pt. Hel

~{— 5.4 pt. Heh

0.5 pt. Hair

. § Stop use and ask & doctor

1 | ¥ condition worsens or persists for more
than 72 hours

1 | Directions
. | W instik 110 2 drops In the affectad eye(s) up
to four #imes daily.

— 2.5 pt. Bor

7.2 pt. Hel

1| inactive Ingredients <
benzaontum chloride, boric add, EDTA,

- § purified watar, sodium borate and

1 § sodium chioride.

1
[
[
|
I
1
{
I
|
|
|
f
[
[
1 ot container o any surtace.
i
|
I
|
I
|
|
I
|
|
{
|
1
|

IR0




.5 Oz. Tetrahydrozoline Eye Drops

4 Logo
Eye Sterile
Drops

+ Redness Refiever

\'5 fil. oz. (15 mt)

WNDICATINS: Refleves redness of the eye due W minec eyc\

irmtations.
DMECTIONS: Instil | W0 2 drops in Ihe altected eye(s) up to four
da

ames

FOR USE I THE EYES ONLY.

WARNINGS: Selors using with children under § years. of age. Coasull
physiclan Koep NS and of drugs st of the reach of chédren

case of accidental ingestion, seek siondl assicance o

contact 3 Poison Controf Center Mote wacnings on bor
Active Ingredient: Tetrsivydrozolng Hydroc! 0.05%.
Tnactive : benzalonkum e, boric acid, EDTA, purl

fied watar, sodium borate, and sodkum chioride.
KEEP CONTAINER TIGHTLY CLOSED.

T;(IP(I EVIDENT: F TAMPER EVRDENT CAP 15 REMOVED, DO NOT
U

Distributed by o Manufactured by.

A£05-13-0000

/




1 Oz. Tetrahydrozoline Eye Drops

F Logo

Eye Sterile
Drops

* Redness Refever
Eye Drops

« Non-staining

« Clear, Colorfess

1fl. oz. (30 mL)
e

IDICATIONS: Refieves redness of the eye due 1o minar eye ivitations. )
DRECTIONT: instif 1 10 2 drops in the aflected eye(s) up 1o four times
daly.

FOR USE IN THE £YES DKLY.
WARNINGS: Befare using with children under § years of age, consult your
physician, Keep this and ak drugs out of the reach of chidren. In case of
accidental ingestion, seek professional assistance of contact 2 Poison Cantrol
Center immediately. Note wamings on box
Active Ingredient: Tetrahydrazoline Hydrochloride 0.05%.
Inactve Ingredients: bernzakonium chéoride, doric acid, EDTA purified
water, sodium borate and sodiur chioride
KEEP CONTAINER TIGHTLY CLOSED.
TAMPER EVIDENT: JF TAMPER EVIDENT CAP IS REMOVED, DO NOT USE

Distrbuted by o Manufactured by:
AEDS-1 woqu




I 0z. Tetrahydrozoline Eye Drops

sﬁ% Drops

[ﬁmusucmmulsmonmm.]

12.6 pt. Helvetica Bold

Drug Facts P!
Active ingredients Purpase mr— 7.2 pt. Heh
reraycaine '

0.05%...} rictor J4€+—~ E -—— 5.4 pt. Heh

Logo

Y

Uses :
B Rellovas redness of the aye due to min S
il oo oree 1 5.4 pt. Heh

Wamings
Ask g doctor betore use i you have |
glaucoma. Ask a doctor or pharmacist e
before use N the child Is under 6 years of

age. Keep this and ali drugs out of the reach
of children. ¥ seek fes sl ]

STERILE
~—1— 5.4 pt. Heh

assistance or contact I'Polsoanomrol
Center iImmediately.

|
1
|
!
When using this product |
[
|
I
I

I
[
[
l
i
|
I
|
i
i
i
[
i
[

|
|
|
1
|
|
|
|
!
|
|
1
|
t
+ || W to avoid contamination, do not touch tip
! of contalner o any surface.
| || W replace cap after each use

& do not use if Hquid changes color or
I becomes cloudy
t
I
|
I
|
|
|
!
{
[}
[
[

o}

W overuse may cause mare aye redness
B remove contact lenses befors using

TO OPEN BOTTLE: i
Twist tamper 0.5 pt. Hair
evident top untit
loose, lift and discard,
Turn inner cap in
counterclockwise
direction to use

product.

Stop use and ask a doctor ¥

H you experience eye pain i
M changes in vision occur .
& cordinued redness ot imitation of the eye 1}

|

_.* Redness Reliever
Eye Drops
» Non-Staining

e Clear, Colorless

i

&l condition worsens or persists for mors
than 72 hours

0 -3333333333

re¢—-+———— 2.5 pt. Bort

Directions
B instiHl 1to 2 drops in the affected eye(s) up
to four timas daily.

STORAGE: Store at
room temperature 15°
to 30°C (59° to 86°F).

benzalkoniurm chioride, boric acid, EDTA, 72 pt HEI\
purified wate:, sodium borate and
sodium chloride,

I
!
Inactive Ingredients & 4
|
I

1 fl. oz. (30 mL)

|
|
[
{
I
|
i
i
i
I
i
i
!
|
|




STORAGE: Store at
room temperature 15°
10 30" C (59" to 86F).

0

.

3333333333

0

I
I
[

.5 0z. Tetrahydrozoline Eye Drops

sﬁ% Drops

[oomruszrumusmoamseo.]

* Redness Reliever
Eye Drops !
* Non-Staining

1——~- o Clear, Colorless

U

Woodstock, IL 60098

—i — T ——
+ § Active ingredient Purposa T
|| Jesiydrazoline
TO OPEN BOTTLE: iy s J.00% Yasoconstrictor S—1
Wist tamper evident | | Uses 1 l
ml;qﬂllo:s?.lm . lmmmuulw.y-dnmmmm ; :
iscard. Turn |
inner cap in counter- . | Wamings youhave C
clockwise dlrection to | Ask 8 doctor or pharmaciet befors use If the ] "
child is under § years of sge. Kaep thic and af .
use product.
* | drugs out of the resch of childran. i swakowsd, ‘1
] “Wmmumw- 1 i
Polaon Conrol rnedial
| | Whan using this product I
0 avoid contamination, do not bouch tip of i
1] to any eurtace,
I lupl.:‘yuuplﬂulu:huu ! !
W 5o ol use ¥ kauid changes color or becomee cloudy | | |
" | B e comact s ooy et "
I [
Distributed by: , ] Stop uss and sak « dactar 1 L
[ ] xparience i .
(example) 1 .qul I vision Mmp" [
¥ cantinued redness or ritation of the |
sgw:ig;,l{gg'd " # condition worsans or percicts for muuzn 72 hours " :
2200 Lake Shors Drive , | Directions <€ -
| B Inatill 1 10 2 drope in the aftected eyw(s) up to lour ) I
. )
I !
. Ll !

limes daily.

Inactive ingredients
benzalkonium chioride, boric acid, EDTA, purified
walsi, sodium borats, and sodium chlorida.

LAY
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.5 Oz. Tetrahydrozoline Eve Drops

( Logo
Eye Sterile

Drops

K'S fl. oz. (15 mL)

NOICATIONS: Refieves rodness of L eye due to Munar pye\
erkations.
DMECTIONS: st 1 ko 7 dcops i the alfected eye(s] up fo four

dai

tmes

FOR USE IN THE EYES ONLY.

WARNINGS. Belors using with chiidren under 5 years of age, consuft

z:upnysrdu Keep Ihis and af drugs et of T reach of children.
case of accidental stion, seed professional assistance o

comact a Poison Coatrof Center immedi Note warnings on box.

Active Ingredient Tetrairydrozoine Hydrochioride 0.05%.

Thactive : denzakookm , boric acid, EDTA, purt.

Red waler, sodium borale, and sodium chioride.

KEEP CORTAMNER TIGHTLY "(ASED.

TAMPER CYIOENT: F TAMPER (VIDERY CAP 1§ REMOVED, DO NOT

UsE.

Distributed by o Mamidactired by
A£05-13-0000




1 Oz. Tetrahvdrozcline Eve Drops

—
Logo

Eye
Drops

* Redness Reliever
Eye Drops

« Non-staining

+ Clear, Colorless

11l oz. (30 mL)

" Sterile

INDICATIONS: Refieves redness of the eye due 1o minor eye ittations.
DRECTIONS: Insti 1 W 2 drops in the affecied eye(s] up 1o four imes
dady

FOR USE IN THE EYES OMLY.
WARMINGS: Befoce using with chvldren undes 6 years of age. consult your
physician. Keep this and all drugs out of the reach of children. In case of
accidental ingeston, * ek professional assistance of contact a Poison Control
Centes immediately Note warmings on box.
Active ingredient: Tetrahydrazokine Hydrochioride 0.05%.
Inactive Ingredients: benzakonum chioride, borc acid, EDTA. purified
waler, sodum borate and sodium chioride.
KEEP CONTAINER TIGHTLY CLOSED.
TAMPER EVIDENT: ¥ TAMPER EVIDENT CAP (S REMOVED, DO NOT USE.

Destributed by of Manufactured by
AEOSJJMJ




STORAGE: Store at
room temperature 15°
10 30° C (59" to 86F).

0

Il

-$333333333
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.5 0z. Tetrahydrozoline Eye Drops

Sﬁ% Drops

mermzrmro«smmwm]

STERILE

|

I

]
Eye |
|

Drops
|

TETRAHYDROZOLINE HCl @

I

* Redness Rellever '
Eye Drops ,

|

]

1

I

f

* Non-Staining
» Clear, Coloress

5 fl. oz. (15 mL) .

Woodstock, IL 60098

' 1
TAMPER EVIDENT | Drug Facts 't
+ | Active ingredient Purpose
| | 7oty orol \ ol I
TOOPEN BOTTLE  « L2 2o ol o W
Twist tamper evident | [ Uses | I
top until foose, fift (|7 e rdnesc Ao eye dmlominareys },
and discard. Tum | U
inner cap in countar- Wu.'nllng: tore Use I you have O
clockwise direction 1o | | Ask s doctar or pharmaciet befors use i the [
uupmduct. R child ls under § ysars of age. Kasp thi and ol . -
druga out of the resch of children. ¥ swallowed, I
| | vesk prefessional assietance of comtact » |
, | roteon Controt Canter toly. |
1 ] ¥tven using this product I
W 0 avold contarrination, do not touch ip of container
¢ o any surtace. D}
o replace cap wier sach use I M
1 B & do not use ¥ iquid changes color or becomes cloudy I
» | W overuss may CaUss MOME ByS redness T
p | 2o contact tenees betors ueing | |
Distributad by: ] Gion maand ek docir ¥ o
{example) 1 § & changes In vision eocur .
i continued rednecs or imitation of the eye
aumlm;agluﬂ:ld l' B condiion worsens or percists for more than 72 haurs " :
2200 Lake Shore Drive , | Directions <€ ;
| W it 1 60 2 drope In the affected eye(s} up ko four . l
1
] i !
" [} !

times dady.

Inactive ingredients
benzalkonium chioride, boric acid. EDTA, purified
watel, sodium borats, and sodium chioride.
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|l Oz.

Tetrahydrozoline Eye Drops

STERILE

Eye Drops

mmrusercmousmonuml

Eye

-+ Redness Reliever
Eye Drops

* Non-Staining

* Clear, Colorless

STERILE

Drops

TETRAHYDROZOLINE HCI

1 fl. oz. (30 mL)

TO OPEN BOTTLE:
Twist tamper
evident top untif

toose, Nft and discard.

Tum lnner cap In
counterclockwise
direction to use
product.

STORAGE: Store at
room 15°
to 30°C (59° to 86°F).

Drug Facts

Active Ingredients Purpose

Tthhydrnzolbn

}

-12.6 pt. Helvetica Bold

— 7.2 pt. Heh
5.4 pt. Heh

fy lorde 0.05%. Vi

Uses
M Releves redness of the sye due 1o minos eye
{rritations.

Wamings
Ask a doctor before use i you have

gleucoma. Ask & doctor or pharmac st 4*—-——-

before use I the chiid is under 6 years of
age. KupM-\d.IMumdl\eu.dn
of chitdren. ¥
assistance or contact a Pollon Control
Centter Immediately.

When using this product

M o avoid contaminadion, do not touch Sip
of container 10 any surface,

W replace cap after sach use

M do not use If kquid changes colar o
becomes doudy

W overuse may Cause more eys redness

® remove contact lenses before using

— 5.4 pt. Heh

— 5.4 pt. Heh

0.5 pt. Hair

Siop use snd ssk a doctor if

W condition worsens or parsists for mors
than 72 hours

}

Directions
B Instfl 1 to 2 drops in the affectad sye{s) up
to four times daily.

- 2.5 pt. Bor

7.2 pt. Heh

Inactive ingredients —«&
benzalkonium chioride, boric ldd EDTA,
purified water, sodium borate and
sodium chloride

__._.____X;--.._.




